
JAN 9/997

rvfi.Ian Hicks
President
Pershing Products
17991 Fitch
hvin~ California 92614

Dear Mr. HiCkS: 4 “

This is in response to your letter of October 8,1996 to the Food and Drug Adminktmtion
(FDA) pursuant to section 403(r)(@ of the Federal F@ Drug, and Cosmetic Act (the
act). Your submission states that you are making the following statement on the label of
your prbdu~ LDL-LIte

Reduce Your ChOkstercd up to 15% in 4 WtXkL

This claim does not come within the coverage of section 403(r)(~ of the act We would
point out that section 403(r)(6) of the act makes ckarthat a statement included in labeling
under the authority of that section may not claim to diagnose, mitiga@ tre@ curq or
prevent a specific disease or class of&eases. The statement that you are making for this
product suggests that it is intended to pmven~ treat or mitigate heart diq in that it
ciaims that it will “nxhKx your cholesterol up to 15*Ain 4 weeks.” This impmssion is .
retiorced by the use of a heart symbol.

A product that claims to reduce chokstero~ but is not used in the context of dietay
_emenG is a @ within the meaning of section 201(g)(l)@) of the * IU@is
subject to regulation under the drug provisions of the act. If you intend to make a claim
of this nature, you should contact FDA’s Center for Drug Evacuation and Research
(CDER), Office of Compliance, HFD-31O, 7520 Standish Place, Roclwille, Maxyland
20855.
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Page2-Mr. IanHieks

Please contaotus if we may be of fktherwistanoe.

sincerely yours,

James Tanner, Ph.D.
.. Acting Director,

Dxtilon of Programs and
Enforcement Policy

Offioe of Special Nutritional
Center for Food Saf~ .-.

and Applied Nutrition.

Copies:
FDA Center for Drug Evahtion and Resea@ Office of Compliance, HFD-300
FDA Los Angeles Dtiet Office, Office of Compliance, HFR-PA200
FDA Offioe of the Assooiate Commkionff for Regulatory Aflhirs, Office of

Enforcement HFG200
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J&n G&iori” ““ “: ‘ “ “!:
Acting Diredor -“
DivislonOfProgramsand Enfomement Policy
Offioe of Special Nubitionals(HFS-456)
Center for Food and Safety and Applied Nutrition
Food and Dug Administration
200C StmeC S.W.
Washington, DC 20204
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PERSHflNG
I?ECEIVEO8Y TFfER O D U C T S
FFICE OF SPECIAL

N.%RITIONALS. lt?3-450
. . $ 8 October 1996

“.%(CT& !%48’: ~...s .”...”,

NOTIFICATION OF STATEMENT OF NUTRITIONAL SUPPORT

Pursuantto Sedion 6 & the Dietary Supplema Heafth and EducationAct o\1994, 21
U.S.C. ~ 343 @(6), this is to notifythe FDA th6t this company intends to indude the
followingstatement in the label@gof its LDL Lite product

Reduce YourChoiesteml up to 15% in 4 Weeks.

Independentclinicalstudieshave indicated that Beta Siiosterol and Pectin, in
conjunctionwitha caloricintake program, have been shown to reduce serum LDL
dolesteroi teW3k by w to 15%.

.

-*tib-mwHatin ati=tiis~ti~tim-W.
The statementwill be accompanied by the required diiaimer indica@ that tha claim
has not been evaluated by FDA and that the produotis not intended to diagnose,~
cure or preventany dis@3se. ,

A copy of the proposedproductlabel is attaohed hereto..
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Iy submitted,
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Ian Hioks -
President
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Research & Marketing Oftices
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NUTRITION FAOTS
4

Serving Size 1 Tablet
Servings Per Container 48
Amount Per Tablet % Daily
Beta-Sitosterol 300mg ●

Pectin 30mg ●

●Daily Value Not Eetabllehed
*

SuggestedU$a Onetobtetwtlha M gfos oftaa$k8
knJtLbefo.
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